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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 136(a}. In no event, however, may a reply be timely filed 
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DETAILED ACTION 

The amendment filed on January 21 , 2005 has been received and entered. 

Claims 11 and 12 have been canceled. Claims 1-10 and 14-16 are pending and 
are examined on the merits. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Double Patenting- Obviousness-type Double Patenting 
The rejection of claims 1-10 and 14-16 under the judicially created doctrine of 
obviousness-type double patenting in view of copending Application No. 10/089,879 
were discussed in a previous Office Action. Applicants' remark that a Terminal 
Disclaimer will not be filed until the instant application is in condition for allowance is 
noted. The Terminal Disclaimer is still outstanding, however, and the rejection of record 
is maintained. 

Claim Rejections - 35 USC § 102 

The rejection of claims 1-10 and 14-16 under 35 U.S.C. 102(b) as being 
anticipated by Charm et al. (U.S. 5,354,663) was discussed in a previous Office Action. 
All of Applicants' arguments have been considered, but are not persuasive of error. 
Applicants assert that the difference between their invention and the teachings of 
Charm is that the reference does not suggest the order of the steps as claimed. 
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In response to Applicants' argument that the reference fails to show certain 
features of applicant's invention, it is noted that the features upon which applicant relies 
(i.e., the order of the steps in claim 1) are not recited in the rejected claim(s). Although 
the claims are interpreted in light of the specification, limitations from the specification 
are not read into the claims. See In re Van Geuns, 988 F.2d 1 181 , 26 USPQ2d 1057 
(Fed. Cir. 1993). Specifically, claim 1 does not require that the steps be performed in 
particular order, that is, first step (i), then step (ii), then step (iii). Further, the claim does 
not preclude performing additional steps, such as heating the sample before adding the 
test. But, adding the test to a sample heated to 80-85X, and then heating the mixture 
of the sample and the test to lOO^C for 0.1 to 2 minutes is a step that inactivates any 
natural disturbing compound. Whether or not the sample is heated before adding the 
test to the sample at 80-85°C, the natural disturbing compounds are inactivated by 
exposure to 80-85°C and 100°C for 0.1 to 2 minutes. Therefore, the rejection of record 
must be maintained. 

Applicants assert that their arguments against the rejection of claims 1 , 5, 7, 8 
and 9 under 35 U.S.C. 102(b) as being anticipated by Valio Meijerien Keskusosuusliike 
et al. (EP 0285792) were not addressed. The arguments were not addressed because, 
subsequent to the amendment of claim 1 in the amendment filed on September 13, 
2004, the rejection was withdrawn. 
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The rejection of claims 1-3, 5, 8-10 and 16 under 35 U.S.C. 102(b) as being 
anticipated by Gist-Brocades N.V. et al. (EP 0005891) was discussed in a previous 
Office Action. Applicants assert that this reference does not anticipate the instant 
claims, because the reference does not teach the step of inactivating any natural 
disturbing compound in the sample before incubating the sample with the test. 

As noted in the previous Office Action, however, Gist-Brocades discloses 
combining the sample and the test and heating them to about 60° and incubating them 
for V/z to 4 hours. A temperature of about 60° was chosen because, at this 
temperature, the test organism (e.g.. Bacillus stearothermophilus) grows but other 
organisms do not grow. Incubation at 60° also destroys any natural disturbing 
compound present in the sample. Thus, heating the sample and the test together at 
60°C for 1!4 to 4 hours both destroys any natural disturbing compound present in the 
sample and allows for incubation of the test organism. Applicants' claimed invention 
does not require that the inactivation temperature be different than the incubation 
temperature. Consequently, the rejection of record is maintained. 

The rejection of claims 1-3, 5, 6, 8-10 and 16 under 35 U.S.C. 102(b) as being 
anticipated by Lameris et al. (US 3,941 ,658) was discussed in a previous Office Action. 
Applicants assert that Lameris does not teach inactivating inhibitors present in the 
sample because the reference teaches that inhibitors do not diffuse into the agar. 
Applicants also assert that the reference teaches that preheating the sample before 
adding the test is possible, but not required, and that is not usually necessary. 
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Applicants furtlier assert tiiat the reference does not teach a sample and a test that are 
processed to inactivate any natural disturbing compound therein. 

In reply, that inhibitors do or do not diffuse into the agar in the vessels containing 
the test and the sample is not a limitation recited in Applicants' claims. If inhibitors do 
not diffuse into the agar, and this lack of diffusion improves the reliability of the testing 
procedure of Lameris, then Lameris merely teaches an advantage not present in the 
claimed invention. Lameris teaches that heating the sample before adding the test is 
optional. This optional preheating is also not a limitation recited in the instant claims. 
Regarding heating the sample and the test together, as noted in the previous Office 
Action, Lameris discloses that the mixture of the sample and the test is heated to about 
55 to 70°C and incubated for about VAtoA hours. Similarly to the teachings of Gist- 
Brocades, heating the sample and the test together at 70°C for 1 to 4 hours both 
destroys any natural disturbing compound present in the sample and allows for 
incubation of the test organism. Applicants' claimed invention does not require that the 
inactivation temperature be different than the incubation temperature. Consequently, 
the rejection of record is maintained. 

Claim Rejections - 35 USC § 103 

The rejection of claims 1-10 and 14-16 under 35 U.S.C. 103(a) as being 
unpatentable over Gist-Brocades N.V. et al. (EP 0005891) in view of Charm et al. (U.S. 
5,354,663) was discussed in a previous Office Action. Applicants assert that this 
rejection does not stand because of their arguments against the references cited in the 
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foregoing rejections. Applicants repeat tliat Charm discloses inactivating any natural 
disturbing compound present in the sample, but not in the sample and the test. 
Applicants also note that Lameris was cited in an anticipation rejection, but not in an 
obviousness rejection. 

In reply, as noted above, Chamn teaches inactivating any natural disturbing 
compound present in the mixture of the sample and the test because Charm discloses 
heating the mixture to 80-85X, and then heating the mixture of the sample and the test 
to 100°C for 0.1 to 2 minutes, which is a step that inactivates any natural disturbing 
compound. The mixture is then incubated at about 65°C for about 2 % - 3 % hours, 
which also inactivates any natural disturbing compound. 

Regarding Lameris, these teachings are cumulative to those of Gist-Brocades, 
except that Lameris discloses using a slightly higher temperature for inactivation of 
natural disturbing compounds and incubation of the test organism (TO'^C, instead of 
65°C). As the teachings of the two references make the same point, they were not both 
cited in the obviousness rejection. But, because the teachings of Lameris emphasize 
those of Gist-Brocades, Lameris was referred to in reply to Applicants' arguments. The 
rejection of record must be maintained. 

No claim is allowed. 

Applicants' amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly. THIS ACTION IS MADE FINAL. See MPEP 
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§ 706.07(a). Applicants are reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Rosanne Kosson whose telephone number is 571-272- 
2923. The examiner can normally be reached on Monday-Friday, 8:30-6:00, with 
alternate Mondays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached on 571-272-0926. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status Information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://palr-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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